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DETAILED ACTION 
Response to Arguments 

1. Applicant's arguments filed June 15, 2006 in regards to claims 10-14 have been fully 
considered but they are not persuasive. 

After further consideration of the applicant's argument on claim 10, examiner 
respectfully disagrees. Examiner would like to point out that even though the exact reduction of 
blood flow is not specifically stated by Vaezy et al '867, the reference anticipate such limitation 
in col. 6, lines 42-45 where the HIFU enables to cause cauterization of tissue at the treatment site 
for arresting bleeding, preventing bleeding, or cause tissue necrosis, i.e. reducing blood flow. 

In regard to claims 11-14 and prior art Chapelon et al "526, examiner would like clarify 
that although regions outside the focal point of the HIFU is not specifically stated, the region 
surrounding the focal region of HIFU is heated incidentally since the transmission path of the 
HIFU does cross the surrounding region. Therefore, examiner maintains the previous office 

■ 

action dated December 165, 2005 and repeated below. 

2. Applicant's arguments with respect to claims 15-17 have been considered but are moot in 
view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 



ft 
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4. Claim 10 is rejected under 35 U.S.C. 102(e) as being anticipated by Vaezy et al '867 (US 
6,425,867). 

Vaezy et al .'867 teach a method of ultrasonically cutting off the blood supply to a uterine 
fibroid, comprising the following steps of: a) providing an ultrasonic transducer configured to 
emit focused high intensity ultrasound energy (see col. 16, lines 19-26; referring to use of high 
intensity focused ultrasound (HIFU)), b) pre-selecting one or more tissue treatment sites located 
on the uterine fibroid whereby necrosing the tissues at the one or more tissue treatment site will 
decrease the blood supply to the uterine fibroid (see col. 16, lines 19-20; referring to treatment of 
fibroid and col. 16, lines 50-58; referring to necrosing tissue at a plurality of selected locations 
by causing lesions to the blood vessels). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. Claims 11, 13, and 14 rejected under 35 U.S.C. 103(a) as being xmpatentable over Vaezy 
et al '867 in view of Chapelon et al '526(US 5,601,526). 

Vaezy et al '867 teach an efficient heating method using high intensity ultrasound energy 
comprising the foUovsdng steps: providing an ultrasonic transducer configured to emit focused 
high intensity ultrasound energy (see col. 16, lines 19-26; referring to use of high intensity 
focused ultrasound (HIFU)); and determining a tissue treatment zone (an indicated in Figure 6, 
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and col. 16, lines 50-58,. there is a treatment zone of one or more 1 12a lesion areas). Vaezy et 
al '867 do not teach energizing the ultrasound transducer to cause pre-focal heating at the tissue 
treatment zone and re-energizing the ultrasojond transducer to cause necrosis at the tissue 
treatment zone. In the same field of endeavor, Chapelon et al '526 teach energizing the 
ultrasound transducer to cause pre-focal heating at the tissue treatment zone and re-energizing 
the ultrasovmd transducer to cause necrosis at the tissue treatment zone (see col. 7, lines 17-55 
and col. 10, lines 35-63; referring to pre-heating of the area of interest with thermal waves and 
subsequent treatment at the focal region with focal cavitation waves in order to necrose the 
tissue). 

Therefore, at would have been obvious to one skilled in the art at the time the invention 
was made to have modified Vaezy et al '867 and incorporated the teachings of Chapelon et al 
*526 in the treatment of fibroids because as taught by Chapelon et al.'526 this lowers the 
cavitation threshold providing a more effective treatment at a localized area of interest by 
limiting the treatment duration and avoiding spreading of the heat (see col. 5, lines 59-65 and 
col. 10, lines 35-43). 

7. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Vaezy et al in 
view of Chapelon et al '526 as applied to claim 1 1 above, and further in view of Ribault et al 
(US 6,488,639). 

Vaezy et al '867 in view of Chapelon et al '526 teach all the steps as enumerated above 
except for the explicit recitation. that pre-focal heating of the tissues causes temperature of the 
tissue to increase to about 50 degrees C. Ribault et al *639 teach that hyperthermia or heating of 
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the tissues other than HIFU is performed at about 45 degrees C, which is about 50 degrees C as 
disclosed by the current invention (see col. 1, lines 17-30). 

Therefore, it would have been obvious tone skilled in the art at the time that the invention 
was made that the hyperthermia temperature is about 50 degrees C as expressly stated by Ribault 
etai;639. 

8. Claims 15-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over Vaezy et al 
'867. 

Vaezy et al '867 substantially disclose all claimed features in claims 15-17. Vaezy et 
al.*867 teach a method of ultrasonically cutting off the blood supply to a uterine fibroid, 
comprising the following steps of: a) providing an ultrasonic transducer configured to emit 
focused high intensity ultrasound energy (see col. 16, lines 19-26; referring to use of high 
intensity focused ultrasound (HIFU)), b) pre-selecting one or more tissue treatment sites located 
on the uterine fibroid whereby necrosing the tissues at the one or more tissue treatment site will 
decrease the blood supply to the uterine fibroid (see col. 16, lines 19-20; referring to treatment of 
fibroid and col. 16, lines 50-58; referring to necrosing tissue at a plurality of selected locations 
by causing lesions to the blood vessels). However, Vaezy et al '867 do not disclose that the 
HIFU being applied in angles around the circumference of the uterine fibroid. This particular 
method is obviated by the Vaezy et al '867's HIFU transmission being emitted in beam in 
circular path (shown in figure 1 1) so that the uterine fibroid would be covered in angles around 
circumference depending on the placement of the probe. 
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Conclusion 

9. This is a request for continuation of applicant's earlier Application No. 10/633,726. All 
claims are drawn to the same invention claimed in the earlier application and could have been 
finally rejected on the grounds and art of record in the next Office action if they had been entered 
in the earlier application. Accordingly, THIS ACTION IS MADE FINAL even though it is a 
first action in this case. See MPEP § 706.07(b). Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated fi:om the mailing date of the advisory action. In no, however, 
event will the statutory period for reply expire later than SIX MONTHS from the mailing date of 
this final action. 

Any inquiry concerning this communication or earlier communications firom the 
examiner should be directed to William Jung, Ph.D. whose telephone number is 571-272-4739. 
The examiner can normally be reached on Mon-Fri 8:30 AM to 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eleni Mantis-Mercader can be reached on 571-272-4740. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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